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Sample Name Octreotide Injection Sample Trait Solution
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Date of receipt Testing Period

2026/09/07 2026/09/08~09/09
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Experimental Requirements

SR

Method development requires that the excipients elute after the main peak and not interfere with the

polymer detection. Four chromatographic peaks should appear in the system’s applicable solution, and the
resolution between the main peak and the adjacent peaks should be greater than 1.5.
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Reagent information
WilE B
Reagent Name Grade Brand Product Number
R4 AR 25 fit A [l TR
Acetonitrile HPLC Welch 00814-01010
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Instrument Information
Test instruments Instrument Model
A S e SiE=S
High Performance liquid chromatograph
N Waters 2489
fe RO i A
1. Test process:
1.1. Chromatographic conditions:
ik %t
Chromatographie Xtimate Bio SEC-120 (7.8x300mm,5um)
column: 00289-31052
oA
Mobile phase: Trifluoroacetic acid/ water/ acetonitrile =0.05/40/60
HishHH = LIRIK/L)FE=0.05/40/60
Flow rate: .
T 0.7mL/min
Injection volume:
i b -
Column
temperatture: 30°C
R
Detector:
UL v
Detection
wavelength: 210nm
KB :
Notes: /
PN Rl
1.2. Solution preparation (¥ AC )
1.2.1. Mobile Phase Preparation (iizAHEC )
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Measure 200mL of water and 300mL of acetonitrile, mix well, and add 250uL of trifluoroacetic

acid, mix well, and degas by ultrasonication.

HX 200mL /K1 300mL £, J851, A 250uL =@ MR, RA), MEiA, BifE.

1.2.2. System suitability solution ( RZL&EHMEED) -

Provided by the client.

L IRE
1.2.3. Negative solution (JHMEEW) -

Provided by the client.

CIRE
1.2.4. Test solution (HERSHIAERD -

Provided by the client.
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2. Chromatogram and data (3% BERI¥HE)
(1) System suitability solution ( F&4tid H VA #)
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RERE | EE | s

#k (4 R E) | ) USP 4B | USP HipiNH T (USP R
1 10278 192679 | 15277 16355 1.37
2 11251 82167 | 6841 3.00 21315 1.38
3 12190 306883 | 13277 1.97 6056 1.49
4 13.125 333669 | 16745 1.57 9556 1.36
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(2) Negative solution (PHME W ED
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(3) Test solution (LR HIERED
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ik G R R USP & B USP BibifiRE USP R

1 13.128 6532723 284373 7250 1.36

3. Conclusion ()

Using Welch Xtimate Bio SEC-120 (7.8%x300mm, Sum) column under the specified chromatogrphic

conditions, the requirements of the client can be met .
1 A /B, Xtimate Bio SEC-120 (7.8x300mm, 5um) , 7EMEIEEMETS, GEE %R K
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